14.2.2 Secondary endpoints

14.2.2.8 Incidence of chronic GVHD after allogeneic Stem cell therapy

Figure 14.2.2.8.1: Cumulative incidence of any chronic GvHD and death before any chronic GvHD after SCT -

Full Analysis Population allocated to SCT arm
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SCT: Allogeneic stem cell transplantation.

Table 14.2.2.8.1: Cumulative incidence of any chronic GvHD and death before any chronic GvHD at 1 year, 2
years and 3 years after SCT - Full Analysis Population allocated to SCT arm

Timepoint Event Cumula_tive inc.idence Standard Error 95% Lomf\rer 95% Upf)er
Function Estimate confidence interval confidence interval

Any chronic GvHD 0.499 0.069 0.358 0.625

1year Relapse before any chronic GvHD 0.091 0.039 0.033 0.186
Death before any chronic GvHD 0.037 0.026 0.007 0.115
Any chronic GvHD 0.575 0.069 0.429 0.696

2 years Relapse before any chronic GvHD 0.091 0.039 0.033 0.186
Death before any chronic GvHD 0.037 0.026 0.007 0.115
Any chronic GvHD 0.634 0.068 0.486 0.750

3 years Relapse before any chronic GvHD 0.151 0.050 0.069 0.262
Death before any chronic GvHD 0.037 0.026 0.007 0.115

GvHD: Graft-versus-Host Disease. SCT: Allogeneic stem cell transplantation. All numerical values are rounded to 3 decimal places.
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Figure 14.2.2.8.2: Cumulative incidence of moderate or severe chronic GvHD and death before moderate or severe

chronic GvHD after SCT - Full Analysis Population allocated to SCT arm
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SCT: Allogeneic stem cell transplantation.

Table 14.2.2.8.2: Cumulative incidence of moderate or severe chronic GvHD and death before moderate or severe
chronic GvHD at 1 year, 2 years and 3 years after SCT - Full Analysis Population allocated to SCT arm

. Cumulative incidence 95% Lower 95% Upper
Timepoint Event . ) Standard Error ) .
Function Estimate confidence interval confidence interval
Moderate/severe chronic GvHD 0.314 0.064 0.195 0.440
Rel bef derate/ hroni
Ge:;SE efore moderate/severe chronic 0.110 0.043 0.044 0.209
1 year v
Death bef: derate/ hroni
eath before moderate/severe chronic 0.037 0.026 0.007 0.115
GvHD
Moderate/severe chronic GvHD 0.314 0.064 0.195 0.440
(R;I:[p)se before moderate/severe chronic 0.129 0.046 0.056 0233
2 years v
Death before moderate/severe chronic 0.037 0.026 0.007 0.115
GvHD
Moderate/severe chronic GvHD 0.392 0.068 0.260 0.521
geﬁ[p)se before moderate/severe chronic 0.188 0.054 0.095 0.304
3 years v
Death before moderate/severe chronic 0.037 0.026 0.007 0.115
GvHD
GvHD: Graft-versus-Host Disease. SCT: Allogeneic stem cell fransplantation. All numerical values are rounded to 3 decimal places.
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